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TITLE 69
LEGISLATIVE RULE
DEPARTMENT OF HEALTH AND HUMAN RESOQURCES

SERIES 11
MEDICATION-ASSISTED TREATMENT - OPIOID TREATMENT PROGRAMS

§69-12-1. General.

1.1. Scope. -- This legislative rule establishes standards and procedures for the licensure of opicid
treatment programs {OTP) - medication-assisted treatment (MAT) programs.

1.2. Authority. -- W. Va. Code §§16-5Y-1, et seq.

1.3. Filing Date. ~ June 5, 2018.

1.4. Effective Date, -- June 1, 2017,

1.5. Sunset Provision. -- This rule shall terminate and have no further force or effect on June 1, 2022.

1.6. Purpose. -- The purpose of this rule is to ensure that all West Virginia OTP-MAT programs conform
to a common set of minimum standards and procedures to ensure the care, treatment, health, safety, and
welfare of patients therein.

1.7. Enforcement. -- This rule is enforced by the Secretary of the Department of Health and Human
Resources or his or her designee.

1.8. Adoption of Other Standards. - In addition to the standards set forth in this rule, the provisions
of the federal regulation entitled “Certification of Opioid Treatment Programs,” 42 C.F.R. § 8, Subpart B
are hereby adopted in their entirety by reference.

§69-11-2. Definitions.

2.1. Definitions incorporated by reference. -- Those terms defined in W. Va. Code §§16-5Y-1, et seq.
are incorporated herein by reference.

2.2. Accreditation Body -- A body approved by the Substance Abuse and Mental Health Services
Administration (SAMHSA} under 42 CF.R. § 8.3 to accredit opioid treatment programs that use
medication-assisted treatment medications.

2.3. Administrative Detoxification or Administrative Withdrawal -- The detoxification from the
approved medication-assisted treatment medication for the safety and well-being of the patient, other
patients, and staff of the MAT program.

2.4. Admissions Committee -- A designated group of individuals within the opioid treatment program
consisting of the program administrator, or his or her designee; the medical director, or his or her
designee; and a senior counselor, who is responsible for developing, implementing, administering, and
reviewing program admissions policies and procedures, granting any exceptions to program admissions
policies and procedures, and tracking the outcomes of patient admissions and exceptions.
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2.5, Advanced Practice Registered Nurse -- A registerad nurse who has acquired advanced clinical
knowledge and skills preparing him or her o provide direct and indirect care to patients, completed a
board-approved graduate-level education program, passed a board-approved national certification
examination, and has met all the requirements set forth by the West Virginia Board of Examiners for
Professional Registered Nurses.

2.6. Adverse Event or Incident -- An event involving an immediate threat to the care or safety of an
individual, either staff, patient, or visitor; the possibility of serious operational or personnel problems
within the MAT program facility; or the potential to undermine public confidence in the MAT program.

2.7. Advisory Council -~ A designated group of individuals representing staff, patients, and the
community who are appointed to serve in a non-managerial advisory capacity to the governing body of
an oploid treatment program.

2.8. Approved Authorities -- Programs or authorities that publish practice or treatment guidelines,
standards, or protocols that the Secretary has approved for use by MAT programs. Approved authorities
include, but are not limited to, the American Society of Addiction Medicine (ASAM}; the Center for
Substance Abuse Treatment (CSAT); the National Institute on Drug Abuse (NIDA}; the American
Association for the Treatment of Opioid Dependence [AATOD); the Federation of State Medical Boards
{FSMB); and any other program or authority approved by the Secretary.

2.9. Case Management -- The process of coordinating and monitoring the services provided to a
patient both within the program and in conjunction with other providers.

2.10. Certification -- The process by which SAMHSA determines that an opioid treatment program is
gualified te provide medication-assisted treatment under federal opicid treatment standards.

2.11. Clinical 5taff - The individuals employed by or associated with a MAT program who provide
treatment, care, or rehahilitation to program patients or patients’ families.

2.12. Co-Occurring Disordets -- The combination of current or former substance use disorders and
any other mental disorders recognized in the current edition of the Biagnostic and Statisticat Manual of
Mental Disarders published by the American Psychiatric Association.

2.13. Counseling Session -- A face-to-face interaction, which could include telehealth, in a private
location between a patient and a primary counselor for a period of no less than 30 continuous minutes
designated to address patient substance use disorder issues or coping strategies and individualized
treatment plan of care.

2.14. Counselor -- A person who, by education, training, and experience, is qualified to provide
psychosocial education, treatment and guidance to patients enrolled with a MAT program and, if desired,
to the families of such patients, in order to accomplish behavioral health wellnass, education, and other
life goals.

2.15. Crisis - A deteriorating or unstable situation often developing suddenly or rapidiy that produces
acute, heightened, emotional, mental, physical, medical, or behavioral distress; or any situation or
circumstances in which the individual perceives or experiences a sudden loss of his ability to use effective
problem-solving and coping skills.



62C5R11

2.16. Critical Incident - A life, safety, or health threat involving the staff or patiepts participating in a
program, including, but not limited to, death or physical or sexual assault.

2.17. Detoxification or Medically Supervised Withdrawal Treatment -- The dispensing of a medication-
assisted treatment medication to a patient in decreasing doses over time, under the supervision of a
program physician, to alleviate adverse physical or psychosocial effects incident to withdrawal from the
continuous or substantial use of an opicid drug.

2.18. Discharge Plan -- The written plan that establishes the criteria for a patient’s discharge from a
service and identifies and coordinates delivery of any services needed after discharge.

2.19. Dispense - The preparation and delivery of a medication-assisted treatment medication in an
appropriately {abeled and suitable container to a patient by a MAT program, but does not include the
preparation and delivery of medications by a pharmacy licensed pursuant to the provisions of W. Va. Code
§§30-5-1, et seq.

2.20. Diversion — An activity involving the legitimate acquisition of pharmaceutical agents illegally
diverted to entities not intended as the recipients by the initial supplier.

2.21. Diversion Control Plan -- A required plan developed and implemented by the MAT program,
which may include, but is not limited to, the assigning of responsibilities to medical and administrative
staff and other specific measures to reduce the possibility of diversion of controlled substances from
legitimate treatment to illicit use.

2.22. Federal DOpicid Treatment Standards -- The standards established by the United States
Department of Health and Human Services, 42 C.F.R. § 8.12, that are used to daetermine whether an opioid
treatment program is gualified to engage in medication-assisted treatment and to determine the
guantities of medication-assisted treatment medications which may be provided for unsupervised use,

2.23. For-Cause inspection -- An inspection by any federal or state agency or accreditation body of a
MAT program that may be operating in violation of 42 C.F.R. § 8 or state medication-assisted treatment
rules, may be providing substandard treatment, or may be serving as a possible source of diverted
medications.

2.24. Grievance - A written or aral complaint filed by a patient with a program administrator, medical
director, or state agency alleging inadequate treatment by the MAT program.

2.25. Individualized Treatment Plan of Care or Treatment Plan -~ A plan or strategy of treatment and
care developed by the patient’s physician, counselors,, and other health care professionals in conjunction
with the patient that outlines attainable short-term treatment goals that are mutually acceptable to the
patient and the MAT program and which specifies the services to be provided and the freguency and
schedule for their provision.

2.26. induction -- Initial treatment of a patient with medication-assisted treaiment medication in
order to suppress signs or symptoms of withdrawal or substance cravings; and generally includes a gradual
increase in medication-assisted treatment meadication therapy until the symptoms are regularly and
reliably suppressed or controilled.
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2.27. initial Assessment -- An assessment conducted prior to or at admission and initial screening of
a proposed patient that focuses on the individual’s eligibility or need for admission and treatment; and
provides indicators for initial dosage level and forms the hasis for the individualized treatment plan of
care.

2.28. inspection or Survey -- Any examination by the Secretary or his or her designee of a MAT
program including, but not limited to, the premises, staff, patients, and docurments pertinent to initial and
continued licensing, so that the Secretary or his or her designee may determine whether a program is
operating in compliance with licensing requirements or has violated any licensing requirements. This
includes any survey, monitoring visit, complaint investigation or other inquiry conducted for the purposes
of making a compliance determination with respect to licensing requirements.

2.29. interdisciplinary Team -- A representative of the dlinical staff of the opioid treatment program,
and the patient’s primary substance abuse counsetor, working in conjunction with the patient and family
members, if desired by the patient, to develop, approve, and coordinate the individualized treatment plan
of care for the patient.

2.30. lLong-Term Detoxification Treatment -- Detoxification or medically supervised withdrawal
treatment for a period of more than 30 days.

2.31. Maintenance Dose -- The level of medication-assisted treatment medication considered
medically necessary to consistently suppress signs or symptoms of substance use disorders and substance
cravings for individuals with a substance use disorder; and is generally administered at the end of the
induction period and is individualized for each patient and may gradually change over time.

2.32. Medical and Rehabilitative Services - Treatment and recovery services such as medical
assessments and evaluations, counseling and rehabilitative and other special programs intended to help
patients in MAT programs become and remain productive members of society.

2.33. Medical or Patient Record -- Medical histories, records, reports, summaries, diagnoses,
prognoses, records of freatmeni, and medication ordered and given, entries, x-rays, radiology
interpretations, and other written electronic, or graphic data prepared, kept, made, or maintained in a
facility that pertains to services rendered to patients.

2.34. Medical Withdrawal -- The medically managed, gradual, voluntary, and therapeutic withdrawal
of a patient from medication-assisted treatment, agreed upon by the patient and appropriate staff.

2.35. Medication Administration -- The direct application of medications by injection, inhalation,
ingestion, or any other means to a patient receiving services by persons legally permitted to administer
medication-assisted treatment medications or the individual at the direction and in the presence of
persons legally permitted to administer medication-assisted treatment medications.

2.36. Medication Error -- An error in administering a medication to an individual and includes when
any of the following occur: the wrong medication is given to an individual; the wrong individual is given
the medication; the wrong dosage is given to an individual; medication is given to an individual at the
wrong time or not at all; or the wrong method is used to administer the medication.

2.37. Mental Health Professional -- A person licensed under Chapter 30 of the West Virginia Code as
a sociat worker, psychologist, or professional counselor.
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2.38. Misuse or Non-Medical Use -~ All uses of a prescription medication or substance other than
those that are directed by a physician and used by ar intended patient within the law and the
requirements of good medical practice.

2.39. Opioid Antagonist -- A drug that blocks opioids by attaching to the opioid receptors without
activating them thereby causing no opiocid effect and blocking full agonist opioids.

2.40. QOpioid Drug -- Any substance or drug having an addiction-forming or addiction-sustaining
Hability similar 10 morphine or being capable of conversion into a drug or substance having such addiction-
forming or addiction-sustaining lability including, but not limited to, heroin, morphine, codeing,
oxycodone, hydrocodone, fentanyl, oxymorphone, hydromorphone, methadone, buprenorphine, and any
natural, semi-synthetic, or synthetic drug that acts primarily through the cpioid receptor in the brain.

2.41. Opioid Treatment Services -- Treatment and services provided by a MAT program that uses
medication-assisted treatment medications as a part of its treatment modality. Opiocid treatment services
may be provided through outpatient, residential, or hospital settings and may include medical
maintenance, medically supervised withdrawal and detoxification, various levels of medical, psychosocial,
and other types of care, detoxification treatment, and maintenance treatment.

2.42. Peer Recovery Support Services -- Non-clinical recovery support services which are recipient
directed and delivered by peers who have life experience with recovery.

2.43. Peer Review Committee -- A group of individuals designated by each opioid treatment program
that is responsible for ensuring that the program follow approved national guidelines for opioid treatment
facilities and programs, and shall include at least one physician licensed in the state of West Virginia.

2.44. Pharmacotherapy -- The freatment of disease or medical condition through the administration
of drugs.

2.45. Physical Dependence -- A state of biologic adaption that is evidenced by a class-specific
withdrawal syndrome when the substance is abruptly discontinued or the dose rapidiy reduted, or by the
administration of an antagonist.

2.46. Physician Assistant -- A person who meets the qualifications set forth in W. Va. Code §§30-3E-
1, et seq. and islicensed pursuant to that article to practice medicine under the supervision of a physician
or podiatrist licensed under the West Virginia Board of Medicine or the West Virginia Board of Osteopathic
Medicine.

2.47. Physician Extender -- A medical staff person other than a program physician, functioning within
his or her scope of practice to provide medical services to patients admitted to MAT programs. Physician
extenders approved for employment at a MAT program include advanced practice registered nurses and
physician assistants. Registered nurses and licensed practical nurses are not authorized to act as physician
extenders in a MAT program, although they may work within the program in other capacities.

2.48. Plan of Correction -- A written description of the actions the MAT program intends to take to
correct and prevent the reoccurrence of violations of a statute, rule, regulation or policy identified by the
designated state oversight agency during an investigation or survey.
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2.49. Plan of Education -- An approved continuing education plan that results in a physician, counselor
or physician extender attaining professional competence in the field of substance use disorder treatment.

2.50. Positive Drug Screen -- A test that results in the presence of any drug or substance listed in
subdivision 34.Z.e. of this rule ar any other drug or substance prohibited by the MAT program. The
presence of medication which is part of the patient’s individualized treatment plan of care shall not be
considered a positive test. Any refusal to participate in a random drug test shail be considered a positive
drug test.

2.51. Primary Counselor - The individual designated by the MAT program to serve as a consultant
and advisor to a patient on a regular basis. The primary counselor may be an addiction counselor and
shall be included as a member of the patient’s interdisciplinary team for opioid treatment programs.

2.52. Program Physician -- Any physician licensed in this state pursuant to Chapter 30 of the West
Virginia Code, designated and approved by the medical director to prescribe and monitor medication-
assisted treatment for patients admitted to a MAT program. The medical director may serve as a program
physician.

2.53. Random Drug Testing -- Approved medical screening and testing of patients for drugs, alcohol
or aother substances that shall be conducted 5o each patient of a MAT program has a statistically equal
chance of being selected for testing at random, unscheduled times.

2.54. Recovery -- A process of change throush which an individual improves his or her health and
wellness, lives a self-directed life and strives to achieve his or her full potential.

2.55. Relapse Prevention Plan -- A plan of action developed by a patient and his or her primary
counselor to help the patient anticipate and prepare for situations or environmental stimuli that were
previously associated with substance abuse or addiction in order to avoid a return to use of opicids or
other inappropriate or addictive substances.

2.56. Take-Home Medication -- Any medication that is approved under federal standards to be
dispensed to a patient for unsupervised use based upon the patient’s demonstrated compliance with the
individualized treatment plan of care. Each dose of take-home medication must be recommended by the
primary counselor and be approved by the medical director or program physician. Take-home medication
may not exceed the dosages permitted under federal law or recommended by approved national
guidelines.

2.57. Titration -- The gradual increasing or decreasing of doses of a medication-assisted treatment
medication to the minimat level clinically required for maintenance.

§69-11-3. State Opioid Treatment Authority.

3.1. The Secretary has designated the Bureau of Behavioral Health and Health Facilities as the state
opioid treatment guthority.

§69-11-4. State Oversight Authority; Powers and Duties.

4.1. The Secretary has designated the Office of Health Facility Licensure and Certification (OHFLAC)
within the Department of Health and Human Resources to act as the state oversight agency, as that agency

]
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is defined in this rule. OHFLAC shall provide regulatory oversight, licensing and inspection of MAT
programs,

4.2. The powers and duties of the state oversight agency include, but are not limited to, the following:

4.2.a. Develop and implement rules and standards regarding the licensure and oversight of MAT
programs;

4.2.b. Accept applications and fees for licensure of MAT programs and conduct all necessary
reviews, inspections or investigations in order to determine whether a license should be issued;

4.2.¢c. issue initial, amended and renewed licenses to a MAT program upon a determination that
the program is gualified;

4.2.d. Perform both scheduled and unscheduled site visits to MAT programs when necessary and
appropriate;

4.2.e. Monitor the activities of all MAT programs to ensure compliance with all state and federal
requirements;

4.2.f. Receive and act upon complaints;

4.2.8. inspect allegations of rule or regulation violations, unauthorized activities or other conduct
that may affect the health, safety or well-being of patients or employees of a MAT program;

4.2.h. Assist a MAT program in developing a plan of correction in order to correct any noted
violations or deficiencies;

4.2.i. Deny, revoke or suspend the license of a MAT program in accordance with the applicable
administrative proceedings; and

4.2.j. Perform all other necessary actions related to the licensing, monitoring, investigating and
oversight of MAT programs.

§69-11-5. Certification; Approval and Exemptions.

5.1. Hospitals that are licensed under “Hospital Licensure,” 84 C.5.R. 12, and behavioral health
facilities that are licensed under “Behavioral Health Centers Licensure,” 64 C.S.R. 11, and which provide
outpatient medication-assisted treatment as defined in W, Va. Code §16-5Y-2 are subject to the provisions

of this rule and to all other relevant federal and state licensing reguirementis as specified by the Secretary.

5.2. A MAT program directly operated by the Depariment of Veterans Affairs, the Indian Health
Service or any other department or agency of the United States is not required to obtain a state license.

5.3. Crisis Stabilization Units (CSU) are not required to obtain a state license if the following conditions
are met:

5.2.a. Treatment at the CSU is for no more than 14 days; and
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5.3.b. The C5U must document the referral of the patient to an appropriate MAT program upon
discharge from the CSU.

869-11-6. Licensure; Fees and Costs.
6.1. General Licensure Provisions.
6.1.a. No person, partnership, association or corporation may operate an opioid treatment
program in the State of West Virginia without first obtaining a license pursuant to W. Va. Code §16-5Y-3
and this rule.

6.1.h. Alicense is valid only for the location and persons named and described in the application.

6.1.c. Each opioid treatment program location shall be licensed separately, regardless of whether
the program is operated under the same business name or management as another program.

6.1.d. Before establishing, operating, maintaining or advertising an opioid treatment program
within the State of West Virginia, a program shall:

6.1.4.1. Hold current, valid certification from the SAMHSA;

6.1.d.2. Be registered and qualified by the United States Department of Health and Human
Services under the Controlled Substances Act, 21 U.S.C. §§ 801, et seq. (1970), as amended, to dispense
medication-assisted treatment medications in the treatment of substance use disorder;

6.1.4.3. Be approved by the state opioid treatment authority for operation of an opicid
treatmeant program in this state;

6.1.4.4. Have been approved for a certificate of need pursuant to W. Va. Code §16-5Y-12 and
8516-2D-1, et seq.; and

6.1.d.5. Obtain from the Secretary a license authorizing the operation of the opioid treatment
program and facility.

6.1.e. Each licensed opioid treatment program shall designate a medical director. The medical
director shall practice at the program and be responsible for the operation of the program in accordance
with the requirements of this rule. An opioid treatment program may have two co-medical directors.

6.1.f. Alicense is not transferable or assignable.

6.1.g. if the ownership of an opioid treatment program changes, the new owner shall notify the
Secretary within 10 days of the change in ownership and immediately apply for a new license. The new
owner’'s application for alicense is valid for three months from the date the application is received by the
director.

6.1.h. The opioid treatment program shall notify the Secretary in writing 30 days prior to a change
in name or location of the program and request an application form for a license amendment.
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6.1.i. If there is a change in the medical director, the opicid treatment program must comply with
the provisions of subdivisions 6.1.e. and 8.4.F. of this rule.

6.1.j. If the opioid treatment program is not in substantial compliance with this rule, but does not
pose a significant risk to the health, safety or rights of the patients, a license expiring in less than one year
may be issued.

6.1.k. Alicensure survey may be conducted periodically during the course of the annual licensing
term.

6.1.1. The Secretary or his or her desighee may enter the premises of any practice, office or facility
if the Secretary has reasonable belief that it is being operated or maintained as an opioid treatment
program without a license.

6.1.m. if the owner, medical director or other person in charge of a licensed opioid treatment
program or of any other unlicensed practice, office or facility which the Secretary has reasonable belief is
being operated as an opiloid treatment program refuses entry pursuant to this rule, the Secretary shall
petition the Circuit Court of Kanawha County or the county in which the program is located for an
inspection warrant.

6.1.n. if the Secretary finds on the basis of an inspection that any person, partnership, association
or corporation is operating as an opioid treatment program without a license, the opioid treatment
program shall apply for a license within 10 days of receipt of notification by the Secretary.

6.1.0. An opioid treatment program that fails to apply for a license is subject to the penalties
astablished by section 38 of this rule.

6.1.p. An cpioid treatment program shall surrender an expired, revoked or otherwise invalid
license to the Secretary upon written demand.

6.2. licensure Application.
6.2.a. The program sponsor of an opioid treatment program shall submit an application for an
opioid treatment program license to the Secretary not ess than 30 days and not more than 60 days prior

to the anticipated intiation of serviges.

6.2.b. Al applications for an initial, provisional or renewed license shall include and provide the
documentation specified in W. Va. Code §16-5Y-3 in addition to the following:

6.2.b.1. Documentation of all current federal accreditations, certifications and
authorizations; and

6.2.b.2. A description of the organizational structure of the opioid treatment program,
including identification of the governing body, advisory council and peer review committee,

6.3. License Fees and Inspection Costs.

6.2.a. All applicants for an initial, provisional or renewed license shall be accompanied by a non-
refundable fee in the amount required by this rule. The annual renewal fee is based upon the average

9
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daily total census of the program. In addition to the set fee, the annual renewal fee shall be adjusted on
the first day of lune of each year to correspond with increases in the consumer price index. The amounts
for initial, provisional and renewal feeds are as fallows:

6.3.a.1. initiat license fee - $250;

6.3.a.2. Provisional license fee - only for existing programs as of the effective date of this rule
seeking an initial license - $25¢;

6.3.a.3. Renewal license fee - fewer than 500 patients - $521.12;
6.3.a.4. Renewal license fee - 500 to 1,000 patients - $1,042.24; and
6.3.a.5. Renewal license fee - mare than 1,000 patients - $1,563.36.

6.3.b. An opioid treatment program shall pay for the cost of the initial inspection made by the
Secretary prior to issuance of a license. The cost of the initial inspection of an opioid treatment program
is 5400, plus the actual costs of the initial inspections and shall be billed by the Secretary.

6.4. Initial inspection and issuance of License.

6.4.a. Upon receipt of an application for an initial license to operate as an opioid treatment
program, the Secretary or his or her designee shali make an inspection of the program and facility in order
to determine whether the program has satisfied all of the federal and state requirements for licensure.

6.4.b. If the inspection reveals violations, deficiencies or shortcomings on the part of the opicid
treatment program or facility, the Secretary shali advise the program of the deficiencies. The program
may submit one or more written plans of correction demonstrating compliance with the corrections
required. The Secretary may conduct follow-up inspections if required.

6.4.c. Following an application review, onsite inspection or inspections and approval of
subsegquent plans of correction by the Department of Health and Human Resources as may be needed, if
there is substantial compliance with the requirements of this rule and the cost of the inspection has been
paid as required by subdivision 6.3.b., the Secretary will issue a license in one of three categories:

6.4.c.1. An initial license, valid for 12 months from the date of issuance, shall be issued to
programs establishing a new service found to be in substantial compliance on initial review with regard
to policy, procedure, facility and recordkeeping regulations;

6.4.c.2. A provisional ficense shall be issued when an opioid treatment program seeks a
renewal, or is an existing program as of the effective date of this rule and is seeking an initial license, and
the opioid treatment program is not in substantial compliance with this rule, but does not pose a
significant risk to the rights, health and safety of a consumer. It shall expire not more than six months
from the date of issuance, and may not be consecutively reissued; or

6.4.¢.3. Arenewal license shall be issued when an opioid treatment program is in substantial

compliance with this rule. A renewal license shall expire not more than 12 months from the date of
issuance.

10
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6.4.d. A license is valid for the opicid treatment program named in the application and is not
transferable or assignable.

6.5. Denial of License.
6.5.a. The Secretary may deny an application for an initial, provisional or renewal license if:
6.5.a.1. The Secretary determines that the application is deficient in any respect;

6.5.a.2. The gpioid treatment program will not be or is not being operated in accordance with
federal or state standards, or federal or state standards, laws and rules;

6.5.a.3. The opioid treatment program will not permit an inspection or survey to proceed or
will not permit in a timely manner access to records or information deemed relevant by the Secretary;

6.5.a.4. The opioid treatment program has made misrepresentations in obiaining
accreditation, certification or licensure;

6.5.a.5. The opioid treatment program has an owner, employee or associate who has
received an ineligible employment fithess determination from the West Virginia Clearance for Access:
Registry and Employment Screening unit of the West Virginia Department of Health and Human Resources
and has not received a variance;

6.5.a.6. The opicid treatment program fails to have a medical director practicing at the
program location; or

6.5.a.7. The opioid treatment programs fails to have an established process for maintaining
current, accessible patient records from admission through discharge.

6.5.b. f the Secretary determines not to issue a license, the Secretary shall notify the applicant
in writing of the denial and the basis for the decision. Following the denial, the program must follow
closure procedures in subdivision 37.2.c. of this rule, including notification to existing patients.

6.5.c. An opioid treatment program shall surrender an expired, revoked or otherwise invalid
license to the Secretary upon written demand.

6.5.d. An opioid treatment program may protest the denial of an initial, provisional or renawal
ficense pursuant to the administrative procedures in section 39 of this rule.

6.6. Renewed of Amended Licenses.

6.6.a. The opioid treatment program shall submit an application for a license to the Secretary not
less than &0 days prior to the expiration of the current license. After the Secretary receives a complete
renewal application with the required fee, the existing license shall not expire untit the new license has
been issued or denied.

6.6.b. The program shall notify the Secretary 30 days prior to a change in the name, geographic
focation or services of a program or a change in the substantial nature of the opioid treatment program
and simultanecusly shall apply for a license amendment.

11
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§69-11-7. Annual Inspections.

7.1. All opioid treatment programs shall permit inspections and surveys by duly authorized employees
of the Secretary and any other state or federal governmental authority or accreditation or certification
body. All inspections shall be conducted in accordance with applicable federal and state licensing,
controlled substance and confidentiality laws.

7.2. Each opioid treatment program shall be accredited and registered as reguired by the federal
agency responsible for oversight of opioid treatment programs. The opioid treatment program shall
permit inspactions and surveys by all accreditation agencies and shall submit a copy of the results of the
accreditation survey to the Secretary and to the state opioid treatment authority when they become
available.

7.3. Each licensed opioid treatment program shall be inspected annually by employees or agents
designated by the Secretary. inspections shall include; but are not limited to:

7.3.a. Observation of service delivery;
7.3.b. Review of life safaty and environmental conditions;
7.3.c. Review of clinical and administrative records;
7.3.d. Interviews with staff, administrators and consenting patients; and
7.3.e. Review of staff education and training requirements.
7.4. The opioid treatment program shall comply with any reasonable requests from the secretary to
have access to the service, staff, patients, records of the operation of the opioid treatment program, and

records of services provided to patients. Patient records shall remain confidential unless otherwise
permitted by law.

7.5. Within 30 working days of completion of an inspection, the Secretary shalf issue a report
reflecting the findings of the investigation and conclusions as to whether the opiocid treatment program
passed the inspection. Deficiencies and shortcomings shall be noted in the report. The Secretary may
permit the opioid treatment program to develop a plan of correction.

7.6. Based upon an opioid treatment program’s previcus substantial comgpliance with this rule, the
Secretary may waive the requirement for an onsite inspection for issuance of an amended license,

§ 69-11-8. Administrative Organization, Management and Staffing.

8.1. All employees and volunteers of an opioid treatment program shall be subject to the provisions
of the West Virginia Clearance for Access: Registry and Employment Screening Act, W. Va. Code §516-49-
1, et seqg. and 69 CSR 10.

8.2. Each opioid treatment program shall identify a program administrator, medical director(s},
program physician(s}, counseling staff, a program sponsor, a governing body, an advisory council, and a
peer review committee,
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8.3. Program Administrator.

8.3.a. The administrator of the opioid treatment program shall have at a minimum a bachelor’s
degree in an appropriate area of study and a minimum of four years of experience in the fields of
substance use disorders, behavioral health or health care administration; or a master’s degree in an
appropriate professional area of study and a minimum of two years of experience in the fields of
substance use disorders, behavioral health or health care administration; or eight years of experience in
the fields of substance use disorders, behavioral heaith or health care administration; or be a program
physician.

2.3.b. The administrator is responsible for the day-to-day operation of the opioid treatment
program in a manner consistent with the laws and regulations of the United States Depariment of Health
and Human Services, Drug Enforcement Administration (DEA), and the laws and rules of the State of West
Virginia.

8.3.c. Duties of the administrator include:

8.3.c.l. Contributing to development of policies and procedures for operation of the

program;

8.2.¢.2. Maintenance and security of the facility,

8.3.c.3. Employment, credentialing, evaluation, scheduling, training and management of
staff;

8.3.¢.4. Protection of patient rights;

8.3.c.5. Conformity of the program with federal confidentiality regulations, namely, 42 C.F.R.
Part 2;

8.3.c.6. Security of medication storage and safe handling of medications;

8.3.¢c.7. Management of the fadility budget;

8.3.c.8. implementation of program policies and procedures and governing body policy; and

8.3.c.9. Communication with the medical director and governing body.

8.4. Medical Director.
8.4.a. Each opioid treatment program shall have a designated medical director. The medical

director shall have a full, active and unencumbered license to practice allopathic medicine or surgery from
the West Virginia Board of Medicine or to practice osteopathic medicine or surgery frorn the West Virginia

Board of Osteopathic Medicine in this state.

8.4.b. The medical director shail also meet the following requirements:
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8.4.b.1. If the medical director prescribes a partial opioid agonist, he or she shall complete
the requirements for the Drug Addiction Treatment Act of 2000, Public Law No. 106-310, Title XXXV, and

8.4.b.2. Demonstrate experience in substance use disorder treatment and medication-
assisted treatment; or

8.4.b.3. Have a written plan to attain competence in substance use disorder treatment and
medication-assisted treatment within a probationary time period as provided in subdivision 8.4.c. herein.

8.4.c. The medical director may submit a written plan to attain competence in substance use
disorder treatment and medication-assisted treatment to the state opioid treatment authority and state
oversight authority for approval at least two weeks prior to employment at an opioid treatment program.

8.4.c.1. The time frame for completion of the pian may not exceed 12 months from the date
of the appointment as medical director. The physician may work as a medical director during this
probationary time period, subject to the supervision and reporting requirements of this rule.

8.4.c.2. During the probationary time period, the medical director shall be supervised on a
regular basis by a physician licensed in this state with demonstrated competence in the field of substance
use disorder and medication-assisted treatment.

8.4.¢.3. Consultation with and supervision of a medical director during the probationary time
period may be provided by telephone or video conference and shall be documented, initialed or verified,
either in ink or electronically, and dated by both the supervising and supervised physicians.

8.4.c.4. The administrator of the opioid freatment program is responsible for maintaining
documentation regarding the medical director’s training and experience in a file which is current and
readily available at all times. The administrator also is responsible for ensuring that the plan of
development is completed within the approved time lines.

8.4.c.5. The state opioid treatment authority may request periodic documentation of
continuing education during the initial probationary period and afterward if the documentation provided

at the end of that period is not satisfactory.

8.4.d. The medical director shall maintain authority over the medical aspects of treatment offered
by the opioid treatment program. The medical director is responsible for:

8.4.d.1. All medication-assisted treatment decisions;
8.4.d.2. Operation of all medical aspects of the treatment program;
8.4.4.3. Administration and supervision of all medical services;

8.4.4.4. Ensuring that the opioid treatment program is in compliance with ali applicable
federal, state and local laws, rules and regulations;

8.4.d.5. QObtaining and maintaining his or her continuing medical education in the field of
substance use disorder treatrment and medication-assisted treatment on a documented and ongoing
basis;
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8.4.d.6. Approving the basic and continuing educational programs of all staff employed by or
volunteering at the opioid treatment program; and

8.4.d.7. Determining the ability of the program physicians and physician extenders to work
independently within the applicable scope of practice;

8.4.e. Amedical director, or his or her designee, shall ensure regulatory compliance and carry out
those duties specifically assigned to the medical director. A medical director may delegate the day to day
operation of the program to a program physician or physician extender as defined by this rule. An opicid
treatment program may designate two co-medical directors.

8.4.f. Within 10 days after the withdrawal or termination of the medical director, the owner or
owners of the program shall notify the Secretary of the identity of another medical director for the
program. Another licensed physician shall assume the duties of the medical director on a temporary basis,
not to exceed 60 days, until a new medical director is identified and begins work at the program. The
interim physician may be another owner of the program or a program physician employed by or
associated with the program.

8.5, Professional Medical Staff.

8.5a. The opioid treatment program may employ and use program physicians, physician
extenders and other health care professionals working within their scope of practice who have received
sufficient education, training, experience, or any combination thereof, to enable that person to perform
the assigned functions. All physicians, nurses and ather licensed professional care providers must comply
with the credentialing reguirements of their respective professions. The opioid treatment program may
anly employ advance practice registered nurses and physician’s assistants as physician extenders.

8.5.b. All physicians and physician extenders employed by the opioid treatment program shall be
actively licensed in West Virginia and shall have:

8.5.b.1. A minimum of one year’'s experience in substance use disorder treatment and
medication-assisted treatment settings; or

8.5.b.2. Meet the following requirements:

8.5.0.2.A. Active enrollment in a plan of education for obtaining competence in
medication-assisted treatment methods and substance use disorders that is approved by the medical
director. The medical director shall certify the individual’s completion of the plan of education when, in
the discretion of the medical director, it s satisfactorily accomplished; and

8.5.b.2.B. Complete the certification, training programs or continuing education
programs recommended and approved by the medical director of the opioid treatment program.

8.5.c. During all hours of operation when medication is dispensed or administered, every opicid

treatment program shall have present and on duty at the program at least one of the following actively-
icensed health care professionals.
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8.5.d. During al hours of operation when medication is dispensed or administered, every opioid
treatment program shall have present and on duty at the program at least one of the following actively-
ficensed health care professionals:

8.5.d.1. Program physician;

8.5.4.2. Physician extender;

8.5.d.3. Registered nurse.
8.5.e. Plans of Education.

8.5.2.1. Program physicians and physician extenders operating under a plan of education shall
be supervised by the medical director at a frequency appropriate for the qualifications and experience of
the employee.

8.5.e.2. The program administrator of the opioid treatment program shall document when
an employee undertakes a plan of education; maintain all records regarding plans of education for the
professional medical staff; and ensure that the medical director monitors and certifies satisfactory
completion of each plan of education.

8.5.e.3. The medical director shall approve each plan of education and the ability of a
program physician or physician extender to work independently within his or her scope of practice. The
medical director shall sign an affidavit that verifies and documents an employee’s successful completion
of a plan of education and the medical director’s approval for that person to provide services on an
independent basis within his or her scope of practice.

8.6. Counseling Staff.

8.6.a. Counseling through an opioid treatment program shall be provided by counseling staff that
meet the gualifications as described in W. Va. Code §16-5Y-5(d).

8.6.b. The opicid treatment program shall assign a primary counselor to each patient to
contribute to the appropriate treatment plan for the patient and to monitor patient progress.

8.6.c. Each opioid treatment program’s policies and procedures shall establish ratios of primary
counselors to persons served that are adequate to allow sessions to occur as mandated and that allow
persons served access to a primary counselor, either on site or by referral, but there shail be at least one
counselor for every 50 patients in the program.

8.6.d. Any unlicensed or uncertified counseling staff employed or used on a referral basis by the
program shall be directly supervised by a licensed or certified professional or advanced alcohol and drug
counselor, or both. At a minimum, the supervisor shall provide at least one hour of supervision per 20
hours of direct service. Supervision may be group in nature, but must consist of case cansultation and
discussion or clinical training rather than administrative oversight.

8.6.e. The administrator of the opioid treatment program is responsible for documentation of
supervision, which shall be available for review at all times.
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8.6.f. Newly employed counselors and other non-physician clinical staff without experience ina
recovery-based opioid treatment program shall receive initial training lasting at least 20 hours and
consisting of, at a minimum, the following:

8.6.f£.1. Substance use disorder overview;

8.6.£.2. Opioid treatment, detoxification protocols, recovery models and basic pharmacology
and dosing;

8.6.5.3. Characteristics of the substance use disorder population;
8.6.f£.4. Drug screaning and observation of sample collection;
8.6.1£.5. Program policy and procedure;

8.6.5£.6. Confrontation, de-escalation and anger management;
8.6.1.7. Cultural sensitivity as necessary and appropriate;

8.6.5.8. Current strategies for identifying and treating alcohal, cocaine and other substance
use disorders;

8.6.1.9. ldentification of co-occurring behavioral health or developmental disorders; and
8.6.£.10. Other clinical issues as appropriate for the population served.

8.6.g2. An experienced counselor newly employed from another MAT program may be exempt
from the mandatory initial training required by this rule, if the program is able to verify and document
that mandatory initial training has been received within the previous two years. The administrator of the
opioid treatment program shall document in the personnel file any exemption granted and the basis for
the examination.

8.6.h. Counselors with less than one year of full-time experience in the field of substance use
disorder treatment and medication-assisted treaiment shall accompany an experienced counselor at all
times for a minimum of two weeks before seeing persons served without immediate and constant
supervision.

8.7. Unlicensed Clinical 5taff and Volunteers.

8.7.a. An opioid treatment program may employ unlicensed clinical staff and utilize volunteersto
assist in the operation of the program and facility. The program shall develop and implement policies and
procedures which specify the roles and responsibilities of each unlicensed employee and volunteer.
Documentation of the responsibilities, training and other obfigations of an unlicensed clinical staff
employee or volunteer shall be included in the personnel file of the employee or volunteer,

8.7.b. All unlicensed clinical staff and volunteers shall receive direct on-site supervision and be
provided with assistance, directions for activity and support.

&.8. Program Sponsor.
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2.8.a. The program sponsor is the person named in the application for certification and licensure
of an opioid treatment program. The program sponsor shall agree on behalf of the opioid treatment
program to adhere to all requirements set forth in federal or state laws, rules or regulations regarding the
use of medication-assisted treatment medications in the treatment of substance use disorder.

8.8.b. The program sponsor is responsible for the general establishment, certification, licensure
and operation of the opioid treatment program.

8.8.c. The program sponsor nead not be a licensed physician. If the program sponsor is not a
licensed physician, the opioid treatment program shatl employ a licensed physician for the position of
medical director.

8.9. Governing Body.

8.9.a. The governing body is one or more persons identified by the program sponsor as being

legally responsible for the operation of the opioid treatment program. A governing body may be a board,

a single entity or owner or a partnership.

8.9.b. The governing body is responsible for designation of an administrator of the opicid
treatment program.

8.10. Advisory Council.

8.10.a. Each opiocid treatment program shall have an advisory council comprised of a designated
group of no fewer than three individuals to serve in a non-managerial advisory capacity to the
administrator and governing body. The advisory council shall consist of individuals served by the program,
at least one staff representative and interested community representatives or advocates.

8.10.b. The advisory counci shail not have access to any patient identifying information. The staff
liaison to the administrator is responsible for ensuring that no identifying information is provide to the

advisory council.

8.10.c. The advisory council shall meet at least quarterly during hours other than when patients
are present in the building and shall:

8.10.c.1. Review program policies and procedures annually or as proposed for revision;
8.10.c.2. Review incidents and grievances quarterly;

8.10.c.3. Review administrative discharges quarterly;

8.10.c.4. Make recommendations for operational changes or improvements;

8.10.c.5. Betrained in patient confidentiality regulations;

8.10.c.6. Keep records of meetings and describe business conducted, members present and
members absent; and
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8.10.c.7. Work to assist the opioid treatment program in identifying, addressing and resolving
community problems such as traffic, patient loitering and medication diversion so as to ensure the
program operations do not adversely affect community life.

8.11. Peer Review Committee.

8.11.a. Each opioid treatment program shall establish a peer review committee to review
whether the program is following protocols and guidelines from approved authorities. At least one
member of the peer review committee shall be a physician with documented training and experience in
the field of substance use disorders and medication-assisted treatment.

2.11.b. The peer review committee shall evailuate the opioid treatment program at least once
every four months to ensure that it follows treatment guidelines from approved authorities. The review
shall consist of a survey of no less than 20 randomly chosen active clinical files. The survey shall be
documented on a form approved by the Secretary that may be found at ohflac.wv.gov.

8.11.c. The peer review committee shall review the selected case files in order to determine
whether the cpioid treatment program is in compliance with all applicable policies and procedures
regarding patient intake, assessment, treatment, detoxification, maintenance and recovery.

8.11.d. The peer review committee shall make a determination of the effectiveness of existing
policies and procedures and make recommendations to the governing body for any changes that should
be made. The peer review committee may also make recommendations to the governing body for
updates to policies and procedures in accordance with updated and approved national standards and
other factors deemed relevani by the peer review committee.

8.11.e. The results of each peer review committee evaluation shall be included in a report that is
submitted to the Secretary on a quarterly basis.

8.12. Admissions Committee.

8.12.a. Each opioid treatment program shall have an admissions committee, consisting of the
program administrator or his or her designee, the medical director or his or her designee, and a senior
counselor.

8.12.b. Exceptions to the general admissions criteria shall be documented and approved by the
admissions committee,

8.12.¢c. Exceptions to the admissions criteria include, but are not limited to:

8.12.c.1. Circumstances where a physician did not observe or interview the patient within
three days of admission; and

8.12.c.2. Circumstances whare a physician did not observe or interview the patient at all.

8.12.d. Patients admitted to an opioid treatment program as an exception to the general
admissions criteria shall be monitored and tracked annually for relevant clinical patterns. The results of
the tracking shall be submitted to the state opicid treatment authority or other monitering body upen
request.
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§69-11-9. Environment and Operations.
9.1. Service Operation Schedule.

9.1.a. Except as otherwise provided herein, all opioid treatment programs shall be open for
business seven days-per-week. The program may be closed for eight holidays and two training days per
year.

9.1.b. Opicid treatment programs may close on Sundays if the following criteria are met;

9.1.b.1. The program develops and implements policies and procedures that address recently
inducted patients receiving services, patients not currently on a stable dose of medication, patients that
present as non-compliant with program policies and procedures and their individualized treatment plan
of care, and individuals who previously picked up take-home medications on Sundays, security of take-
home medication doses, and health and safety of individuals receiving services;

9.1.b.2. The program raceives prior approval from the state opioid treatment authority for
Sunday closings;

9.1.b.3. Once approved, the program shall notify individuals receiving services in writing at
least 30 days in advance of their intent to close on Sunday. The notice shall address the risks to the
patients the security of {ake-home medications. All individuals shall receive an orientation addressing
take-home policies and procedures, and this orientation shall be documented in the individual's record
prior to receiving take-home medications; and

9.1.b.4. The program shall establish procedures for emergency access to dosing information
24 hours 2 day, seven days-per-week, this information may be provided via an answering service or other
electronic measures. Information needed includes the patient’s last dosing time and date, and dose,

9.1.c. Medication dispensing hours shall include at least two hours each day of operation outside
normal working hours, Le., 9:00 a.m. and after 5:00 p.m. The state opioid treatment authority may
approve an alternate schedule if that schedule meets the needs of the population served by the program.

9.2. Payments for services rendered may be made either by West Virginia Medicaid, private
insurance, or by cash as described in 9.2.d.

9.2.a. The opioid treatment program shall be eligible for, and not prohibited from, enrcliment
with West Virginia Medicaid and other private insurance.

9.2.b. Prior to directly billing a patient for any opioid treatment, an opioid treatment program
must receive either a rejection of prior authorization, or rejection of a submitted claim or a written denial
from a patient’s insurer or West Virginia Medicaid denying coverage for such treatment.

9.2.c. The opioid treatment program shall document in the patient’s record any rejection of prior
authorization, rejection of a submitted claim for written denial from a patient’s insurer or West Virginia
Medicaid denying coverage for opioid treatment. The opioid treatment program shall also clearly
document in the patient’s record if the patient has no insurance or has voluntarily and with full knowledge
of the financial obligations, including all treatment costs, requested a claim not be submitted to their
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insurer or West Virginia Medicaid. When any instance described in this section regarding direct billing
and acceptance of cash payments from a patient occurs, the opioid treatment program shall clearly
document in the patient’s record the rationale and medical necessity for acceptance into the program.

9.2.d. The opioid treatment program may directly bill and accept cash payments from a patient
only after the requirements of subdivisions 9.2.a., 9.2.b. and 9.2.c. herein, have been fulfilled and
documented.

9.2.e. At the option of the opioid treatment program, treatment may commence prior to billing.

9.3. Each opioid treatment program facility shall have:

9.3.a. Sufficient space and adeguate equipment for the provisions of all services specified in the
program’s description of treatment services;

9.3.b. Clean, safe and well-maintained patient and staff areas;
9.3.c. Asecureroom and lockakle equipment for patient records;

9.3.d. Private offices or areas for individual and group therapeutic meetings, sufficient in number
to address the counseling and tfreatment needs of the population served;

9.3.e. Sanitary, secure and private dosing areas;

9.3.f. Sufficient restrooms for the estimated patient population with areas for observation of
specimen production, if necessary; and

9.3.g. Adequate parking areas for the expected flow of traffic.

9.4. The opioid treatment program facility may provide secure personnel in lobby and parking areas,
either clinic staff or contracted, if the population served or clinic environment warrants such an
arrangement. If contracted staff is used for security, the staff must be trained in patient confidentiality.

9.5. Infection Control.

9.5.a. The opioid treatment program shali develop, implement and maintain an effective infection
control program that protects the patients, their families and clinic personnel by preventing and

controlling infections and communicable diseases.

9.5.b. The program shail include the implementation of a nationaily recognized system of
infection control guidelinas.

9.5.c. The opioid treatment program shall have an active surveillance and education program for
the prevention, early detection, control and investigation of infections and communicable diseases.

9.5.d. The opioid treatment program shall designate a person or persons, with appropriate

education and training, as infection control officer to develop and implement policies governing control
of infections and communicable diseases for patients and personnel.
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9.6. Community Relations.

9.6.a. The program shall develop and implement policies and procedures for community
relations.

9.6.b. A program shall be responsible for ensuring that its patients do not cause unnecessary
disruption to the community or act in a manner that would constitute disorderly conduct or harassment
by loitering on the program’s property.

9.6.b.1. Each program shall provide the state opioid treatment authority and state oversight
authority, when requested, with a specific plan describing the efforts it will make 1o aveid disruption of
the community by its patients and the actions it will take to assure responsiveness to community needs.
This plan shall, at a minimum:

9.6.b.2.A. ldentify program personnel who will function as community relations
coordinators and define the goals and procedures of the community relations plan;

9.6.0.2.B. Include policies and procedures to resolve community problems, including, but
not limited to, patient loitering and medication diversion, to ensure that program operations do not affect
community life adversely; and

9.6.b.2.C. Include policies and procedures for soliciting patient and community ideas
about medication-assisted treatment, addressing community concerns and the program’s presence in the
cammunity.

9.6.b.3. Each program shall document comimunity relations efforts and community contacts,
including the resolution of issues identified by community members or patients.

9.7. Emergency Preparedness. -- The program’s emergency preparedness plan shall include, but not
be limited to, the provision of the continuation of medication-assisted treatment in the svent of an
amergency or naturai disaster.

§69-11-10. Facility Construction and Rencovations; Life Safety Policies and Procedures.

10.1. Before extensive construction or renovation of a MAT program facility begins, the program shall
submit to the Secretary for approval a complete set of the plans for the project, which includes the
drawings and specifications for the architectural, structural and mechanical design and work.

10.2. The Secretary shall advise the program within 60 days whether approval has been granted. in
the event the plans for the project are not approved, the Secretary shall set forth in writing the reasons
for the disapproval and provide the program the opportunity to correct any deficiencies. Extensive
construction or renovation of a facility may not begin until the Secretary has issued final approved of the
plans.

18.3. All MAT program facilities shall comply with the current standards of the Americans with
Disabilities Act of 1990, 42 U.5.C. §§ 12101, et seq. (1990), as amended.

10.4. All MAT program facilities must meet all other requirements of applicable federal or state
regulatory or oversight agencies.
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